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UNITED STATES OF AMERICA 
BEFORE THE FOOD AND DRUG ADMlNlSTRATlON 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 

ECUMED HEALTH GROUP, 
MOTION FOR ENLARGMENT OF 

and 

AMADOR REYES, JUAN C. 
CARRAI, RKHARD W. STONE, 
M.D., and ERLlNDA E. ENRIQUEZ, 
M.D., 

Individuals. 
/ 

ECUMED HEALTH GROUP and AMADOR REYES (collectively “Defendanf?) 
. I 

hereby responds to the administrative complaint for civil money damage&led in 

the instant matter, and state: 

1. No response is required to paragraphs 1, 2, 38, and 39 of the 

complaint. 

2. Defendant admits the allegations contained in paragraph 3, the first 

sentence of paragraph 4, and paragraphs 5, 6, and 7 of the complaint. 

3. Defendant is without knowledge ot information sufficient to form a 

belief as to the allegations contained in paragraphs 8 -37 of the complaint, and, 

therefore, denies the same and demands strict proof thereof. 

Any allegation to the complaint not specially addressed herein is 

denied. 



Sep, 17, 2004 12:43PM OMI GROUP 

FDA DOCKET: 20041-1-0322 

AFFIRMATIVE DEFENSES 

1. Defendant was under the belief that it could continue to perform 

mammography services while certification issues were being resolved. Thus, 

FDA is estopped from recovering in these proceedings. 

2. The mammography services provided met all requirements of 

applicable law and thus, there is no rational basis for the institution of this 

proceeding. 

3. Defendant relied on others to ensure that all FDA requirements 

were met. 

4. Defendant has no ability to pay the requested penalty. 

WHEREFORE, having answered the complaint, Defendant prays that the 

complaint be dismissed, that judgment be entered in its favor, that its costs of this 

action be assessed against plaintiff and for such other and further relief as the 

Court deems just and proper. 

Respeotfully submitted this 1 7ih day of September, 2004. 

MARIO R. DELGADO, P.A. 
2000 Ponce de Leon Blvd., Suite 102 
Coral Gables, FL 33134 
305-774-9210 
305-774-7310 y fax 
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I HEREBY CERTIFY that a true and correct copy of the foregoing was 
served via facsimile transmission 301-827-2023 and by U.S. Mail this 17'h day of 
September, 2004 to Michael N. Varrone, Esq., The Center for Devices and 
Radiological Health, United States Food and Drug Administration, 5600 Fishers 
Lane (GCF-I>, Rockville, MD 20857, and via facsimile 301-827-6870 and by 
U.S. Mail this 17’h day of Se 
Administrative Law Judge, US, food and 
5600 Fishers Lane, Rockville, M 
September, 2004 to. those listed b 

Juan C. Martinez 
FOWLER WHITE BURNETT P.A. 
Bank of America Tower, 17th Floor 
100 Southeast Second Street 
Miami, Florida 33131 

RS. Imaging Services, P-A. 
1100 N.E. 163rd Street, Suite 102 
North Miami Beach, FL 33162 

Steven R. Ballinger, Esq. 
Steven R. Ballinger, P.A. 
888 South Andrews Avenue, Suite 205 
Fort Lauderdale, FL 33316 


